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?'he purpose of this study is to test the safety of a vaccine in patierits wit11 ovarian cancer or similar tumors sucll 
as cancer of the fallopian tube or cancer of the peritoneum, also knonn as primary peritoneal cancer. Patients 
are being ashed to participate in this study because they have ovarian cancer or similar tumors such as cancer of 
the fallopian tube or cancer of the peritoneum. 

T'he i~silal treatment for ovarian, fallopian tube or primary peritoneal cancer using chemical conipounds 
(chemotherapy) or radiation (radiotherapy) is not alnays successful and the cancer often recurs afier a period of 
time. The standard approach for the treatment of these types of cancer is surgerq and chemothcrapj.. At thc 
present timc. there is no proven additional treatment given after surgery and chemotherapy that will effectikelj 
delay the return of cancer. Ho~cever. a new type of cancer treatment called gene therapy is available to pro\ ide 
genes that correct or replace the disease-controlling functions of cells that are not doing their job. Cienes are the 
basic physical and functional i~nits of heredity: also referred to as I)\ .  bcc l i~c~~cc,  [c l la i~~. i I  t l t : ~ t  i1r.c. c i l [ ~ i c < i  I O  

pri idt ic~s a I ' ~ ~ ~ ~ c t i o n ; ~ l  ~ r o d ~ ~ c t .  Classic gene therapy involves inserting a fi~nctional gene or DNA fragment into 
key cells to pofcnficrlll: mitigate or cure a disease. In addition, immunotlierapy is being tested to acti\,ate the 
body's immune system to react against cancer cells. The vaccine in this study is called recombinant canarjpol- 
NY-ESO-IITRICOM [or ALVAC(2)-NY-ESO- I (M)/TRICOM]. 

Patients maq qualify for this studj if they have rece i~ed  initial treatment for their cancer that included both 
surgcry and chemotherapy and are now in "clinical remission". meaning they ha\e no evidence of cancer 
e\ idenced b j  ph~s ica l  examination. CA 125 (a blood test and marher for ovarian cancer) and CT scan: or. their 
cancer might have returned, and they have no\\ completed additional chemotherapq. and currcntlj are in  
'-clinical remission" or have still some cancer remaining (by physical examination, blood test or CT scan). 

To qualifj, for this study, the patient's tumor MUST express a certain antigen called NY-ESO-I or 12AGI.-I. 
This is important as the vaccine is designed to stimulate the immune system against this antigen. To test if the 
patient's tumor expresses this antigen, lef t -o~er  tumor tissue from tlie patient's past surgery will be obtained 
from the NYU pathology department. and stained. Approximately. 40% of ovarian tumors express the antigen 
and only patients with tumors expressing tliis antigen can enter this study. 

The vaccine in this study (ALVAC(2)-NY-ESO-l(M)/TRICOM) contains the protein (antigen, NY-€SO-I ) in  
a recombinant canary pox virus. The canary pox virus is a virus that can reproduce in birds but not in humans. It 
has been used safely in many vaccine studies before and does not cause any known disease in liunians. I t  can 
stimulate the iintnilne system and can carry antigens and additional immune boosters (such as TRIC'OM). 
Antigens (such as NY-ESO-I) are found on many cancer cells. An additional immune booster (GM-CSF) is 
gken  to the patierit after vaccination to increase the strength of the vaccine. 'The hope is that the \,accine \ \ i l l  
cause the patient's itntnilne system to produce immune cells and antibodies (proteins) that \ \ i l l  help locate NY-  
ESO-l on cancer cells. The ilntnilne system could then work to control or maybe eliminate the remaining cancer 
cells. Other similar vaccines have been tested in various tumors. While some patients make imrnune cells and 
antibodics to the vaccines, it is too early to know if the vaccines are helpfi~l in preventing cancer from returning. 

The main pi~rpose of tliis research is to stitdy tlie safetj o f th is  vaccine approach. Howe\er. the researchers \ \ i l l  
also looh \\hether this vaccine can make the bodj form an immune response and \\hetlier it helps to fight the 
cancer. 




